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4 01/01/2019 to 
12/31/2019 

2 months after 
12/31/2019: 

Late February 2020 

14 months after 
12/31/2019: 

Late February 2021 

Net PY3 and PY4  
reconciliation 

amounts 

5 (two periods) 01/01/2020 to 
09/30/2021    

Subset 5.1 01/01/2020 to 
12/31/2021 

2 months after 
12/31/2020: 

Late February 2021 

14 months after 
12/31/2020: 

Late February 2022 

Net PY4 and PY5.1  
reconciliation 

amounts  

Subset 5.2 01/01/2021 to 
09/30/2021 

5 months after 
09/30/2021: 

Late February 2022 

17 months after 
09/30/2021: 

Late February 2023 

Net PY5.1 and 
PY5.2  

reconciliation  
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COVID-19'P+@%G'()E)%@F#EDG'L#G+@G+'/0.6['
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S#T'WI+'M+%+Q#B#@EC')E'?I+'M+%+Q#B#@EC\G'E+HE+G+%?@?#F+'E+ZD+G?G'@'F)$D%?@EC'?+EP#%@?#)%')Q'

+$#&#M#$#?CV'

S##T'WI+'M+%+Q#B#@EC'B+@G+G'?)'M+'@'E+G#*+%?')Q'?I+'G?@?+V')E''

S###T'WI+'M+%+Q#B#@EC'*#+G['

S/T'5?@?+G'YI#BI'I@F+'+$+B?+*'?I+')H?#)%'D%*+E'G+B?#)%'.60:SFTS-T')Q'?I+'<B?'?)'HE)F#*+'

QD$$'M+%+Q#?G'?)'$@YQD$$C'E+G#*#%&'BI#$*E+%')E'HE+&%@%?'Y)P+%'PDG?'$#P#?'B)F+E@&+'Q)E'GDBI'

M+%+Q#B#@E#+G'#Q'?I+C'%)'$)%&+E'P++?'?I+'*+Q#%#?#)%')Q'@'$@YQD$$C'E+G#*#%&'BI#$*')E'HE+&%@%?'Y)P@%'

D%*+E'GDBI'G+B?#)%'?)'G+EF#B+G'%+B+GG@EC'Q)E'?E+@?P+%?')Q'@%'+P+E&+%BC'P+*#B@$'B)%*#?#)%U'@G'

*+Q#%+*'#%'G+B?#)%'.60:SFTS:T')Q'?I+'<B?['

S:TS#T'2)E'HDEH)G+G')Q'H@E@&E@HI'S*TS.TS#T')Q'?I#G'G+B?#)%U'@'M+%+Q#B#@EC'P@C'E+ZD+G?'@'

F)$D%?@EC'?+EP#%@?#)%')Q'+$#&#M#$#?C'QE)P'?I+'4+*#B@#*'B)F+E@&+'#%'YI#BI'?I+'M+%+Q#B#@EC'#G'

+%E)$$+*'?)'?E@%G#?#)%'?)')?I+E'4+*#B@#*'B)F+E@&+'Q)E'YI#BI'?I+'M+%+Q#B#@EC'#G'+$#&#M$+U'+F+%'#Q'?I+'

?E@%G#?#)%'?)'?I+'%+Y'4+*#B@#*'B)F+E@&+'Y)D$*'%)?'M+'B)%G#G?+%?'Y#?I'H@E@&E@HI'SBTS/T')Q'?I#G'

G+B?#)%['

S##T'2)E'HDEH)G+G')Q'H@E@&E@HI'S*TS.TS##T')Q'?I#G'G+B?#)%U'M+%+Q#B#@E#+G'YI)'Y+E+'#*+%?#Q#+*'

?IE)D&I'@'*@?@'P@?BI'Y#?I'?I+'ADM$#B'<GG#G?@%B+'8+H)E?#%&'7%Q)EP@?#)%'5CG?+P'#%'@BB)E*@%B+'

Y#?I'-:>[6->S*T'#%*#B@?#%&'G#PD$?@%+)DG'+%E)$$P+%?'#%'?Y)')E'P)E+'G?@?+GU'@%*'YI)'Q@#$'?)'

E+GH)%*'?)'@'E+ZD+G?'Q)E'#%Q)EP@?#)%'?)'F+E#QC'?I+#E'E+G#*+%BCU'P@C'M+'?E+@?+*'@G'%)?'M+#%&'@'G?@?+'

E+G#*+%?'Q)E'HDEH)G+G')Q'H@E@&E@HI'S*TS.TS##T')Q'?I#G'G+B?#)%U'HE)F#*+*'?I@?'?I+'G?@?+'?@_+G'@$$'

E+@G)%@M$C'@F@#$@M$+'P+@GDE+G'?)'@??+PH?'?)'F+E#QC'?I+'M+%+Q#B#@EC\G'G?@?+'E+G#*+%BC[''7Q'@'

M+%+Q#B#@EC\G'+%E)$$P+%?'#G'?+EP#%@?+*'D%*+E'?I+'+aB+H?#)%'@?'S*TS.TS##T')Q'?I#G'G+B?#)%'M@G+*')%'@'
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A<875'*@?@'P@?BI'@%*'?I+'G?@?+'GDMG+ZD+%?$C')M?@#%G'#%Q)EP@?#)%'F+E#QC#%&'E+G#*+%BCU'?I+'G?@?+'

PDG?'E+#%G?@?+'?I+'M+%+Q#B#@EC\G'4+*#B@#*'+%E)$$P+%?'E+?E)@B?#F+'?)'?I+'*@?+')Q'?+EP#%@?#)%['''''

#$%&)>CPc =*'#%","(-0S")=$%")+*%)_*0(&)%"#H$="'"(&)'*!"H '

/:[''WI+'@D?I)E#?C'B#?@?#)%'Q)E'H@E?'>.0'#G'E+F#G+*'?)'E+@*'@G'Q)$$)YG,'

$82RK492L,''-/'=[5[(['.:0/U'.:.>S@TU'@%*'.:6>II[ '

/-['' 5+B?#)%'>.0[/'#G'@P+%*+*'MCz '

@['<**#%&'@'*+Q#%#?#)%'Q)E'k(JK7L1.6'L#@&%)G#G'()*+l'#%'@$HI@M+?#B@$')E*+EV'@%*'

M['8+F#G#%&'?I+'*+Q#%#?#)%G'Q)E'kX)Y+E1+a?E+P#?C'o)#%?'E+H$@B+P+%?'SXO`8TlU'

kA+EQ)EP@%B+'C+@ElU'@%*'kpD@$#?C'#PHE)F+P+%?'H)#%?Gl['

WI+'@**#?#)%'@%*'E+F#G#)%G'E+@*'@G'Q)$$)YG,'

e)>CP[;)!3M91929K1N)

w' w' w' w' w'

COVID-19 Diagnosis'Code P+@%G'@%C')Q'?I+'Q)$$)Y#%&'7(L1.0 1(4'*#@&%)G#G'B)*+G,''

S.T'"6][/6V'

S/T'=0][.V')E'

S:T'<%C')?I+E'7(L1.0 1(4'*#@&%)G#G'B)*+'?I@?'#G'E+B)PP+%*+*'MC'?I+'(+%?+EG'Q)E'

L#G+@G+'()%?E)$'@%*'AE+F+%?#)%'Q)E'?I+'B)*#%&')Q'@'B)%Q#EP+*'B@G+')Q'(JK7L1.6[ '

w' w' w' w' w'

Lower-extremity joint replacement'SXO`8T'P+@%G'@%C'HE)B+*DE+'?I@?'#G'Y#?I#%'451L8c'

-^6')E'-]0U')EU')%')E'@Q?+E'JB?)M+E'.U'/0/0U'451L8c'>/.')E'>//U'#%B$D*#%&'$)Y+E1+a?E+P#?C'

o)#%?'E+H$@B+P+%?'HE)B+*DE+G')E'E+@??@BIP+%?')Q'@'$)Y+E'+a?E+P#?C['

w' w' w' w' w'
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Performance year'P+@%G')%+')Q'?I+'C+@EG'#%'YI#BI'?I+'(`8'P)*+$'#G'M+#%&'?+G?+*[''

A+EQ)EP@%B+'C+@EG'Q)E'?I+'P)*+$'B)EE+$@?+'?)'B@$+%*@E'C+@EG'Y#?I'?I+'+aB+H?#)%G')Q'H+EQ)EP@%B+'

C+@E'.U'YI#BI'#G'<HE#$'.U'/0.^'?IE)D&I'L+B+PM+E':.U'/0.^'@%*'H+EQ)EP@%B+'C+@E'>U'YI#BI'#G'

`@%D@EC'.U'/0/0'?IE)D&I'5+H?+PM+E':0U'/0/.[''2)E'E+B)%B#$#@?#)%'HDEH)G+GU'H+EQ)EP@%B+'C+@E'>'#G'

*#F#*+*'#%?)'?Y)'GDMG+?GU'H+EQ)EP@%B+'C+@E'GDMG+?'>[.'S`@%D@EC'.U'/0/0'?IE)D&I'L+B+PM+E':.U'

/0/0T'@%*'H+EQ)EP@%B+'C+@E'GDMG+?'>[/'S`@%D@EC'.U'/0/.'?IE)D&I'5+H?+PM+E':0U'/0/.T['

w' w' w' w' w'

' Quality  improvement points'@E+'H)#%?G'?I@?'(45'@**G'?)'@'H@E?#B#H@%?'I)GH#?@$|G'

B)PH)G#?+'ZD@$#?C'GB)E+'Q)E'@'P+@GDE+'#Q'?I+'I)GH#?@$|G'H+EQ)EP@%B+'H+EB+%?#$+')%'@%'#%*#F#*D@$'

ZD@$#?C'P+@GDE+'Q)E'H+EQ)EP@%B+'C+@EG'/'?IE)D&I'-'@%*'Q)E'H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'@%*'>[/U'

#%BE+@G+G'QE)P'?I+'HE+F#)DG'H+EQ)EP@%B+'C+@E')E'H+EQ)EP@%B+'C+@E'GDMG+?'MC'@?'$+@G?'/'*+B#$+G')%'

?I+'H+EQ)EP@%B+'H+EB+%?#$+'GB@$+U'@G'*+GBE#M+*'#%'q'>.0[:.>S*T[''2)E'H+EQ)EP@%B+'C+@E'.U'(45'

@**G'ZD@$#?C'#PHE)F+P+%?'H)#%?G'?)'@'H@E?#B#H@%?'I)GH#?@$|G'B)PH)G#?+'ZD@$#?C'GB)E+'Q)E'@'P+@GDE+'

#Q'?I+'I)GH#?@$|G'H+EQ)EP@%B+'H+EB+%?#$+')%'@%'#%*#F#*D@$'ZD@$#?C'P+@GDE+'#%BE+@G+G'QE)P'?I+'

B)EE+GH)%*#%&'?#P+'H+E#)*'#%'?I+'HE+F#)DG'C+@E'MC'@?'$+@G?'/'*+B#$+G')%'?I+'H+EQ)EP@%B+'

H+EB+%?#$+'GB@$+U'@G'*+GBE#M+*'#%'q'>.0[:.>S*T['''

w' w' w' w' w'

/>[''5+B?#)%'>.0[/00'#G'@P+%*+*'MC'E+F#G#%&'H@E@&E@HIG'S@T'@%*'S*TS^T'?)'E+@*'@G'Q)$$)YG,'

e)>CP[;PP)&9I3)J349KONU)91:68O3O)51O)3h:68O3O)N3479:3NU)51O)52249^829K1[)

S@T!W#P+'H+E#)*G[''<$$'+H#G)*+G'PDG?'M+&#%')%')E'@Q?+E'<HE#$'.U'/0.^'@%*'+%*')%')E'M+Q)E+'

5+H?+PM+E':0U'/0/.['

w' w' w' w' w'

S*T'' w' w' w' '
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' S^T''2)E'H+EQ)EP@%B+'C+@EG'.'?IE)D&I'-'@%*'Q)E'H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'@%*'>[/U'

H@CP+%?G'Q)E')?I+EY#G+'#%B$D*+*'#?+PG'@%*'G+EF#B+G'#%'+aB+GG')Q'/'G?@%*@E*'*+F#@?#)%G'@M)F+'?I+'

P+@%'E+&#)%@$'+H#G)*+'H@CP+%?'#%'@BB)E*@%B+'Y#?I'q>.0[:00SMTS>T['

' w' w' w' w' w'

' /^[''5+B?#)%'>.0[:00'#G'@P+%*+*'MC'E+F#G#%&'H@E@&E@HIG'S@T'#%?E)*DB?)EC'?+a?U'S@TS.TS#TU'

S@TS.TS###TU'S@TS/TU'S@TS:TU'SMTS.TS###TU'SMTS/TS###TU'SMTS;TU'SBTS.TU'SBTS/TU'@%*'SBTS:TS###T'?)'E+@*'@G'

Q)$$)YG,'

e)>CP[BPP))!3234I91529K1)KM)3J9NKO3)a85692LE5Ob8N23O)254X32)J49:3N[)

S@T'General[''(45'+G?@M$#GI+G'+H#G)*+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+G'Q)E'H@E?#B#H@%?'

I)GH#?@$G'Q)E'+@BI'H+EQ)EP@%B+'C+@E')E'H+EQ)EP@%B+'C+@E'GDMG+?')Q'?I+'P)*+$'@G'GH+B#Q#+*'#%'?I#G'

G+B?#)%[''OH#G)*+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+G'@E+'+G?@M$#GI+*'@BB)E*#%&'?)'?I+'Q)$$)Y#%&,'

S.T''w''''''''w''''''''w''

S#TS<T''451L8c'-^6'Y#?I'I#H'QE@B?DE+V')E''

S"T''Q)E'+H#G)*+G'M+&#%%#%&')%')E'@Q?+E'JB?)M+E'.U'/0/0U'451L8c'>/.V '

w' ''' w' w' w' w'

S###T'S<T''451L8c'-]0'Y#?I'I#H'QE@B?DE+V')E''

S"T''Q)E'+H#G)*+G'M+&#%%#%&')%')E'@Q?+E'JB?)M+E'.U'/0/0U'451L8c'>//V '

w' w' w' w' w'

S/T'Applicable time period for performance year or performance year subset episode 

quality-adjusted target prices.  OH#G)*+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+G'@E+'DH*@?+*'?)'@BB)D%?'Q)E'

4+*#B@E+'H@CP+%?'DH*@?+G'%)'$+GG'?I@%'/'?#P+G'H+E'C+@EU'Q)E'DH*@?+*'ZD@$#?C1@*oDG?+*'?@E&+?'

HE#B+G'+QQ+B?#F+'JB?)M+E'.'@%*'`@%D@EC'.U'@%*'@?')?I+E'#%?+EF@$G'#Q'%+B+GG@EC['
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S:T'Episodes that straddle performance years or performance year subsets or payment 

updates.  WI+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+'?I@?'@HH$#+G'?)'?I+'?CH+')Q'+H#G)*+'@G')Q'?I+'*@?+')Q'

@*P#GG#)%'Q)E'?I+'@%BI)E'I)GH#?@$#d@?#)%'#G'?I+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+'?I@?'@HH$#+G'?)'?I+'

+H#G)*+['

w' w' w' w' w'

SMT' w' w' w'

S.T' w' w' w'

' S###T'OH#G)*+G'M+&#%%#%&'#%'/0.^'?IE)D&I'/0.;'Q)E'+@BI')Q'H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'

@%*'>[/['

' S/T' w' w' w'

' S###T'8+&#)%@$'I#G?)E#B@$'+H#G)*+'H@CP+%?G'Q)E'H+EQ)EP@%B+'C+@E'-'@%*'+@BI')Q'

H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'@%*'>[/['

' w' w' w' w' w'

' S;T'Inclusion of reconciliation payments and repayments.  2)E'H+EQ)EP@%B+'C+@EG':U'-U'

@%*'+@BI')Q'H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'@%*'>[/')%$CU'E+B)%B#$#@?#)%'H@CP+%?G'@%*'E+H@CP+%?'

@P)D%?G'D%*+E'q'>.0[:0>SQTS/T'@%*'SQTS:T'@%*'QE)P'XO`8'+H#G)*+G'#%B$D*+*'#%'?I+'"A(7'

#%#?#@?#F+'@E+'#%B$D*+*'#%'I#G?)E#B@$'+H#G)*+'H@CP+%?G['

' SBT' w' w' w'

' S.T'Discount factors affected by the quality incentive payments and the composite quality 

score.  7%'@$$'H+EQ)EP@%B+'C+@EG'@%*'H+EQ)EP@%B+'C+@E'GDMG+?GU'?I+'*#GB)D%?'Q@B?)E'P@C'M+'

@QQ+B?+*'MC'?I+'ZD@$#?C'#%B+%?#F+'H@CP+%?'@%*'B)PH)G#?+'ZD@$#?C'GB)E+'@G'HE)F#*+*'#%'q'>.0[:.>'

?)'BE+@?+'?I+'+QQ+B?#F+'*#GB)D%?'Q@B?)E')E'@HH$#B@M$+'*#GB)D%?'Q@B?)E'DG+*'Q)E'B@$BD$@?#%&'
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E+B)%B#$#@?#)%'H@CP+%?G'@%*'E+H@CP+%?'@P)D%?G[''WI+'ZD@$#?C1@*oDG?+*'?@E&+?'HE#B+G'#%B)EH)E@?+'

?I+'+QQ+B?#F+')E'@HH$#B@M$+'*#GB)D%?'Q@B?)E'@?'E+B)%B#$#@?#)%['

' S/T'Discount factor for reconciliation payments.  WI+'*#GB)D%?'Q@B?)E'Q)E'E+B)%B#$#@?#)%'

H@CP+%?G'#%'@$$'H+EQ)EP@%B+'C+@EG'@%*'H+EQ)EP@%B+'C+@E'GDMG+?G'#G':[0'H+EB+%?['

' S:T' w' w' w'

' S###T'7%'H+EQ)EP@%B+'C+@E'-'@%*'+@BI')Q'H+EQ)EP@%B+'C+@E'GDMG+?G'>[.'@%*'>[/U':[0'H+EB+%?['

w' w' w' w' w'

'''''''''' /] [''5+B?#)%'>.0[:0>'#G'@P+%*+*'MC'E+F#G#%&'H@E@&E@HIG'SMTU'S*TS.T'#%?E)*DB?)EC'?+a?U'S+T'

#%?E)*DB?)EC'?+a?U'S+TS.T'#%?E)*DB?)EC'?+a?U'S+TS.TS#TU'S+TS.TS##TU'S+TS.TS###TU'S+TS.TSFTS<T'#%?E)*DB?)EC'

?+a?U'S+TS.TSFTS<TS3TU'S+TS.TSFTS"T'#%?E)*DB?)EC'?+a?U'S+TS.TSFTS"TS3TU'S+TS.TSFTS(TU'

SQTS.TS##TUS&TS.TUS&TS:TUSIT'#%?E)*DB?)EC'?+a?U'SITS>TUSITS^TU'S#TU'SoTU'@%*'S_TS-T'?)'E+@*'@G'Q)$$)YG,'

e>CP[BP>)))!3234I91529K1)KM)2R3)(#%$)51O)43:K1:969529K1)J4K:3NN[)

w' ''w' w' w' w'

SMT'Reconciliation.  (45'DG+G'@'G+E#+G')Q'E+B)%B#$#@?#)%'HE)B+GG+GU'YI#BI'(45'H+EQ)EPG'

@G'*+GBE#M+*'#%'H@E@&E@HIG'S*T'@%*'SQT')Q'?I#G'G+B?#)%U'@Q?+E'?I+'+%*')Q'+@BI'H+EQ)EP@%B+'C+@E'.'

?IE)D&I'-'?)'+G?@M$#GI'Q#%@$'H@CP+%?'@P)D%?G'?)'H@E?#B#H@%?'I)GH#?@$G'Q)E'(`8'+H#G)*+G'Q)E'@'

&#F+%'H+EQ)EP@%B+'C+@E[''2)$$)Y#%&'?I+'+%*')Q'+@BI'H+EQ)EP@%B+'C+@E'.'?IE)D&I'-U'(45'

*+?+EP#%+G'@B?D@$'+H#G)*+'H@CP+%?G'Q)E'+@BI'+H#G)*+'Q)E'?I+'H+EQ)EP@%B+'C+@E'S)?I+E'?I@%'

+H#G)*+G'?I@?'I@F+'M++%'B@%B+$+*'#%'@BB)E*@%B+'Y#?I'q'>.0[/.0SMTTU'@%*'*+?+EP#%+G'?I+'@P)D%?'

)Q'@'E+B)%B#$#@?#)%'H@CP+%?')E'E+H@CP+%?'@P)D%?[''e#?I#%'H+EQ)EP@%B+'C+@E'>U'(45'G+H@E@?+$C'

H+EQ)EPG'?I+'E+B)%B#$#@?#)%'HE)B+GG+G'*+GBE#M+*'#%'S*T'@%*'SQT')Q'?I#G'G+B?#)%'Q)E'H+EQ)EP@%B+'C+@E'

GDMG+?G'>[.'@%*'>[/'@%*'Q)$$)Y#%&'?I+'+%*')Q'+@BI'H+EQ)EP@%B+'C+@E'GDMG+?'>[.'@%*'>[/U'(45'

G+H@E@?+$C'*+?+EP#%+G'?I+'@B?D@$'+H#G)*+'H@CP+%?'Q)E'+@BI'+H#G)*+'Q)E'?I+'GDMG+?')Q'?I+'
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H+EQ)EP@%B+'C+@E'S)?I+E'?I@%'+H#G)*+G'?I@?'I@F+'M++%'B@%B+$+*'#%'@BB)E*@%B+'Y#?I'q'>.0[/.0SMTT'

@%*'*+?+EP#%+G'?I+'@P)D%?')Q'@'E+B)%B#$#@?#)%'H@CP+%?')E'E+H@CP+%?'Q)E'+@BI')Q'H+EQ)EP@%B+'

C+@E'GDMG+?G'>[.'@%*'>[/['

w' w' w' w' w'

S*T'' w' w' w 

S.T'"+&#%%#%&'/'P)%?IG'@Q?+E'?I+'+%*')Q'+@BI')Q'H+EQ)EP@%B+'C+@EG'.'?IE)D&I'-'@%*'
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Y+MG#?+')Q'GDBI'HE)F#*+E[''WI#G'H@E?'@$G)'#PH$+P+%?G'G+B?#)%':/0/SMTS/T')Q'?I+'(<8O5'<B?U'

YI#BI'@D?I)E#d+G'?I+'5+BE+?@EC'?)'#PH)G+'@'B#F#$'P)%+?@EC'H+%@$?C'S(4AT')%'@%C'HE)F#*+E')Q'@'

*#@&%)G?#B'?+G?'Q)E'(JK7L1.6'?I@?'*)+G'%)?'B)PH$C'Y#?I'G+B?#)%':/0/SMTS.T')Q'?I+'(<8O5'<B?'

@%*'?I@?'I@G'%)?'B)PH$+?+*'@'B)EE+B?#F+'@B?#)%'H$@%'?)'B)PH$C'Y#?I'?I@?'G+B?#)%U'#%'@%'@P)D%?'?I@?'

*)+G'%)?'+aB++*'r:00'H+E'*@C'?I@?'?I+'F#)$@?#)%'#G')%&)#%&['''

e)CQ;[;P))!3M91929K1N[)

WI+'Q)$$)Y#%&'*+Q#%#?#)%G'@%*'@MME+F#@?+*'?+EPG'@HH$C'?)'?I#G'H@E?,'

Cash price'P+@%G'?I+'BI@E&+'?I@?'@HH$#+G'?)'@%'#%*#F#*D@$'YI)'H@CG'B@GI'S)E'B@GI'

+ZD#F@$+%?T'Q)E'@'(JK7L1.6'*#@&%)G?#B'?+G?['

COVID-19 Q)E'HDEH)G+G')Q'?I#G'H@E?'#G'?I+'@MME+F#@?+*'?+EP'Q)E'?I+'F#EDG'B@$$+*'5<851

()K 1/'@%*'?I+'*#G+@G+'#?'B@DG+GU'B@$$+*'B)E)%@F#EDG'*#G+@G+'/0.6['

Diagnostic test for COVID-19 (“COVID-19 diagnostic test”)'P+@%G'@'(JK7L1.6' in vitro'

*#@&%)G?#B'?+G?'*+GBE#M+*'#%'G+B?#)%'^00.')Q'?I+'2@P#$#+G'2#EG?'()E)%@F#EDG'8+GH)%G+'<B?'SADM[''

X['..^ 1./]U'4@EBI'.;U'/0/0TU'@G'@P+%*+*'MC'G+B?#)%':/0.')Q'?I+'(<8O5'<B?'SADM[''X['..1̂.:^U'

4@EBI'/]U'/0/0T['''

Provider of a diagnostic test for COVID-19 (“provider”) P+@%G'@%C'Q@B#$#?C'?I@?'

H+EQ)EPG')%+')E'P)E+'(JK7L1.6'*#@&%)G?#B'?+G?G['''

e)CQ;[BP))$JJ69:5^9692L[)

S@T General applicability.  WI+'E+ZD#E+P+%?G')Q'?I#G'H@E?'@HH$C'?)'+@BI'HE)F#*+E')Q'@'

*#@&%)G?#B'?+G?'Q)E'(JK7L1.6'@G'*+Q#%+*'@?'q'.;/[/0[ '

SMT'Duration of requirements.  WI+G+'E+ZD#E+P+%?G'@E+'@HH$#B@M$+'*DE#%&'?I+'HDM$#B'I+@$?I'

+P+E&+%BC'SANOT'*+?+EP#%+*'?)'+a#G?'%@?#)%Y#*+'@G')Q'`@%D@EC'/]U'/0/0U'MC'?I+'5+BE+?@EC')Q'



#$%&''() &*+#" " " ),( "
" " "

"

N+@$?I'@%*'NDP@%'5+EF#B+G'HDEGD@%?'?)'G+B?#)%':.6')Q'?I+'AN5'<B?')%'`@%D@EC':.U'/0/0U'@G'@'

E+GD$?')Q'B)%Q#EP+*'B@G+G')Q'(JK7L1.6U'#%B$D*#%&'@%C'GDMG+ZD+%?'E+%+Y@$G['

-8^J542)FEE#8^69:)!9N:6KN843)%3a8943I312N)

e)CQ;[?P)%3a8943I312N)MK4)I5\91X)J8^69:):5NR)J49:3N)MK4)5)O95X1KN29:)23N2)MK4)=*S0!ECA[)

S@T General rules[''S.T'OaB+H?'@G'HE)F#*+*'D%*+E'H@E@&E@HI'SMT')Q'?I#G'G+B?#)%U'@'HE)F#*+E'

)Q'@'(JK7L1.6'*#@&%)G?#B'?+G?'PDG?'P@_+'HDM$#B'?I+'#%Q)EP@?#)%'*+GBE#M+*'#%'H@E@&E@HI'SBT')Q'

?I#G'G+B?#)%'+$+B?E)%#B@$$C'F#@'?I+'#%?+E%+?['

S/T'WI+'#%Q)EP@?#)%'*+GBE#M+*'#%'H@E@&E@HI'SBT')Q'?I#G'G+B?#)%U')E'@'$#%_'?)'GDBI'

#%Q)EP@?#)%U'PDG?'@HH+@E'#%'@'B)%GH#BD)DG'$)B@?#)%')%'@'G+@EBI@M$+'I)P+H@&+')Q'?I+'HE)F#*+E\G'

Y+MG#?+['''

S:T'WI+'#%Q)EP@?#)%'*+GBE#M+*'#%'H@E@&E@HI'SBT')Q'?I#G'G+B?#)%'PDG?'M+'*#GH$@C+*'#%'@'

P@%%+E'?I@?'#G'+@G#$C'@BB+GG#M$+U'Y#?I)D?'M@EE#+EGU'@%*'+%GDE+G'?I@?'?I+'#%Q)EP@?#)%'#G'@BB+GG#M$+,'

S#T''2E++')Q'BI@E&+V'

S##T'e#?I)D?'I@F#%&'?)'+G?@M$#GI'@'DG+E'@BB)D%?')E'H@GGY)E*V'@%*'

S###T''e#?I)D?'I@F#%&'?)'GDMP#?'H+EG)%@$'#*+%?#Q#@M$+'#%Q)EP@?#)%'SA77T['

S-T'WI+'HE)F#*+E'PDG?'#%B$D*+'@$$')Q'?I+'Q)$$)Y#%&'?+EPG')%'#?G'I)P+H@&+,''' '

S#T''WI+'HE)F#*+E\G'%@P+V'

S##T''WI+'?+EP'kHE#B+lV''

S###T'WI+'?+EP'kB)G?lV'

S#FT'WI+'?+EP'k?+G?lV''

SFT'WI+'?+EP'k(JK7LlV'@%*'

SF#T'WI+'?+EP'kB)E)%@F#EDGl['''



#$%&''() &*+#" " " ),) "
" " "

"

SMT''Exception.  <'HE)F#*+E')Q'@'(JK7L1.6'*#@&%)G?#B'?+G?'?I@?'*)+G'%)?'I@F+'#?G')Y%'

Y+MG#?+'PDG?'P@_+'HDM$#B'?I+'#%Q)EP@?#)%'*+GBE#M+*'#%'H@E@&E@HI'SBT')Q'?I#G'G+B?#)%,'

S.T'7%'YE#?#%&U'Y#?I#%'?Y)'MDG#%+GG'*@CG'DH)%'E+ZD+G?U'@%*V'

S/T'J%'@'G#&%'H)G?+*'HE)P#%+%?$C'@?'?I+'$)B@?#)%'YI+E+'?I+'HE)F#*+E')QQ+EG'@'(JK7L1.6'

*#@&%)G?#B'?+G?U'#Q'GDBI'$)B@?#)%'#G'@BB+GG#M$+'?)'?I+'HDM$#B['

SBT''Required information.  2)E'HDEH)G+G')Q'H@E@&E@HIG'S@T'@%*'SMT')Q'?I#G'G+B?#)%U'?I+'

HE)F#*+E'PDG?'P@_+'HDM$#B'?I+'Q)$$)Y#%&'#%Q)EP@?#)%,'

S.T'<'H$@#%1$@%&D@&+'*+GBE#H?#)%')Q'+@BI'(JK7L1.6'*#@&%)G?#B'?+G?'?I@?'#G')QQ+E+*'MC'?I+'

HE)F#*+EV'

S/T'WI+'M#$$#%&'B)*+'DG+*'Q)E'+@BI'(JK7L1.6'*#@&%)G?#B'?+G?V''

S:T'WI+'HE)F#*+E\G'B@GI'HE#B+'Q)E'+@BI'GDBI'(JK7L1.6'*#@&%)G?#B'?+G?V'@%*'

S-T'<%C'@**#?#)%@$'#%Q)EP@?#)%'@G'P@C'M+'%+B+GG@EC'Q)E'?I+'HDM$#B'?)'I@F+'B+E?@#%?C')Q'?I+'

B@GI'HE#B+'?I@?'@HH$#+G'?)'+@BI'(JK7L1.6'*#@&%)G?#B'?+G?['

-8^J542)=EE'K192K491X)51O)#3156293N)MK4)(K1:KIJ6951:3)

e)CQ;[>P))'K192K491X)51O)31MK4:3I312[)

S@T Monitoring[''S.T'(45'P@C'+F@$D@?+'YI+?I+E'@'HE)F#*+E'I@G'B)PH$#+*'Y#?I'?I+'

E+ZD#E+P+%?G'D%*+E'q'.;/[-0['

S/T'(45'P@C'DG+'P+?I)*G'?)'P)%#?)E'@%*'@GG+GG'HE)F#*+E'B)PH$#@%B+'Y#?I'?I+'

E+ZD#E+P+%?G'D%*+E'?I#G'H@E?U'#%B$D*#%&U'MD?'%)?'$#P#?+*'?)U'?I+'Q)$$)Y#%&U'@G'@HHE)HE#@?+,'

S#T'(45\'+F@$D@?#)%')Q'B)PH$@#%?G'P@*+'?)'(45[ '

S##T'(45'E+F#+Y')Q'@%'#%*#F#*D@$\G')E'+%?#?C\G'@%@$CG#G')Q'%)%B)PH$#@%B+'@G'G?@?+*'#%'?I+'

B)PH$@#%?['

S###T'(45'E+F#+Y')Q'HE)F#*+EG\'Y+MG#?+G['



#$%&''() &*+#" " " ),, "
" " "

"

SMT'Actions to address provider noncompliance[''7Q'(45'B)%B$D*+G'?I@?'?I+'HE)F#*+E'#G'

%)%B)PH$#@%?'Y#?I')%+')E'P)E+')Q'?I+'E+ZD#E+P+%?G')Q'q'.;/[-0U'(45'P@C'?@_+'@%C')Q'?I+'

Q)$$)Y#%&'@B?#)%G,'

S.T'AE)F#*+'@'YE#??+%'Y@E%#%&'%)?#B+'?)'?I+'HE)F#*+E')Q'?I+'GH+B#Q#B'F#)$@?#)%SGT['

S/T'8+ZD+G?'?I@?'?I+'HE)F#*+E'GDMP#?'@%*'B)PH$C'Y#?I'@'B)EE+B?#F+'@B?#)%'H$@%'D%*+E'q'

.;/[^0['' '

S:T'7PH)G+'@'B#F#$'P)%+?@EC'H+%@$?C')%'?I+'HE)F#*+E'#Q'?I+'HE)F#*+E'Q@#$G'?)'E+GH)%*'?)'

(45\'E+ZD+G?'?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%')E'?)'B)PH$C'Y#?I'?I+'E+ZD#E+P+%?G')Q'@'

B)EE+B?#F+'@B?#)%'H$@%'@HHE)F+*'MC'(45['

e)CQ;[<P))=K443:2973)5:29K1)J651N[)

S@T Violations requiring a corrective action plan[''7Q'(45'*+?+EP#%+G'@'HE)F#*+E\G'

%)%B)PH$#@%B+'Y#?I'?I+'E+ZD#E+P+%?G')Q'?I#G'H@E?'B)%?#%D+G'@Q?+E'@'Y@E%#%&'%)?#B+U'@'B)EE+B?#F+'

@B?#)%'H$@%'P@C'M+'E+ZD#E+*[''<'F#)$@?#)%'P@C'#%B$D*+U'MD?'#G'%)?'$#P#?+*'?)U'?I+'Q)$$)Y#%&,'

S.T'<'HE)F#*+E\G'Q@#$DE+'?)'P@_+'HDM$#B'#?G'B@GI'HE#B+'#%Q)EP@?#)%'E+ZD#E+*'MC'q'.;/[-0[ '

S/T'<'HE)F#*+E\G'Q@#$DE+'?)'P@_+'HDM$#B'#?G'B@GI'HE#B+'#%Q)EP@?#)%'#%'?I+'Q)EP'@%*'P@%%+E'

E+ZD#E+*'D%*+E'q'.;/[-0['

SMT'Notice of violation.  (45'P@C'E+ZD+G?'?I@?'@'HE)F#*+E'GDMP#?'@%*'B)PH$C'Y#?I'@'

B)EE+B?#F+'@B?#)%'H$@%U'GH+B#Q#+*'#%'@'%)?#B+')Q'F#)$@?#)%'#GGD+*'MC'(45'?)'@'HE)F#*+E['

SBT'Compliance with corrective action plan requests and corrective actions.  S.T'<'

HE)F#*+E'E+ZD#E+*'?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%'PDG?'*)'G)U'#%'?I+'Q)EP'@%*'P@%%+EU'@%*'MC'

?I+'*+@*$#%+U'GH+B#Q#+*'#%'?I+'%)?#B+')Q'F#)$@?#)%'#GGD+*'MC'(45'?)'?I+'HE)F#*+EU'@%*'PDG?'B)PH$C'

Y#?I'?I+'E+ZD#E+P+%?G')Q'?I+'B)EE+B?#F+'@B?#)%'H$@%'@HHE)F+*'MC'(45['''



#$%&''() &*+#" " " ),- "
" " "

"

S/T'<'HE)F#*+E\G'B)EE+B?#F+'@B?#)%'H$@%'PDG?'GH+B#QC'+$+P+%?G'#%B$D*#%&U'MD?'%)?'$#P#?+*'

?),'

S#T'WI+'B)EE+B?#F+'@B?#)%G')E'HE)B+GG+G'?I+'HE)F#*+E'Y#$$'?@_+'?)'@**E+GG'?I+'*+Q#B#+%BC')E'

*+Q#B#+%B#+G'#*+%?#Q#+*'MC'(45[ '

S##T'WI+'?#P+QE@P+'MC'YI#BI'?I+'HE)F#*+E'Y#$$'B)PH$+?+'?I+'B)EE+B?#F+'@B?#)%['

S:T'<'B)EE+B?#F+'@B?#)%'H$@%'#G'GDMo+B?'?)'(45 'E+F#+Y'@%*'@HHE)F@$['

S-T'<Q?+E'(45\'E+F#+Y'@%*'@HHE)F@$')Q'@'HE)F#*+E\G'B)EE+B?#F+'@B?#)%'H$@%U'(45'P@C'

P)%#?)E'@%*'+F@$D@?+'?I+'HE)F#*+E\G'B)PH$#@%B+'Y#?I'?I+'B)EE+B?#F+'@B?#)%G'GH+B#Q#+*'#%'?I+'

B)EE+B?#F+'@B?#)%'H$@%['

S*T'Noncompliance with corrective action plan requests and requirements[''S.T'<'

HE)F#*+E\G'Q@#$DE+'?)'E+GH)%*'?)'(45\'E+ZD+G?'?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%'#%B$D*+G'Q@#$DE+'

?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%'#%'?I+'Q)EPU'P@%%+EU')E'MC'?I+'*+@*$#%+U'GH+B#Q#+*'#%'@'%)?#B+')Q'

F#)$@?#)%'#GGD+*'MC'(45'?)'?I+'HE)F#*+E['

S/T'<'HE)F#*+E\G'Q@#$DE+'?)'B)PH$C'Y#?I'?I+'E+ZD#E+P+%?G')Q'@'B)EE+B?#F+'@B?#)%'H$@%'

#%B$D*+G'Q@#$DE+'?)'B)EE+B?'F#)$@?#)%SGT'Y#?I#%'?I+'GH+B#Q#+*'?#P+QE@P+G['

e)CQ;[GP))=9796)IK13254L)J3156293N[)

S@T'Basis for imposing civil monetary penalties[''(45'P@C'#PH)G+'@'B#F#$'P)%+?@EC'

H+%@$?C')%'@'HE)F#*+E'#*+%?#Q#+*'MC'(45'@G'%)%B)PH$#@%?'@BB)E*#%&'?)'q'.;/[>0U'@%*'?I@?'Q@#$G'?)'

E+GH)%*'?)'(45\'E+ZD+G?'?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%')E'?)'B)PH$C'Y#?I'?I+'E+ZD#E+P+%?G'

)Q'@'B)EE+B?#F+'@B?#)%'H$@%'@HHE)F+*'MC'(45'@G'*+GBE#M+*'#%'q'.;/[^0S*T['

SMT'Notice of imposition of a civil monetary penalty[''S.T'7Q'(45'#PH)G+G'@'H+%@$?C'#%'

@BB)E*@%B+'Y#?I'?I#G'H@E?U'(45'Y#$$'HE)F#*+'@'YE#??+%'%)?#B+')Q'#PH)G#?#)%')Q'@'B#F#$'P)%+?@EC'

H+%@$?C'?)'?I+'HE)F#*+E'F#@'B+E?#Q#+*'P@#$')E'@%)?I+E'Q)EP')Q'?E@B+@M$+'B@EE#+E['' '



#$%&''() &*+#" " " ),. "
" " "

"

S/T'WI#G'%)?#B+'?)'?I+'HE)F#*+E'P@C'#%B$D*+U'MD?'#G'%)?'$#P#?+*'?)U'?I+'Q)$$)Y#%&,'

S#T'WI+'M@G#G'Q)E'?I+'HE)F#*+E\G'%)%B)PH$#@%B+U'#%B$D*#%&U'MD?'%)?'$#P#?+*'?)U'?I+'

Q)$$)Y#%&,'

S<T'(45\'*+?+EP#%@?#)%'@G'?)'YI#BI'E+ZD#E+P+%?SGT'?I+'HE)F#*+E'I@G'F#)$@?+*['

S"T'WI+'HE)F#*+E\G'Q@#$DE+'?)'E+GH)%*'?)'(45\'E+ZD+G?'?)'GDMP#?'@'B)EE+B?#F+'@B?#)%'H$@%'

)E'B)PH$C'Y#?I'?I+'E+ZD#E+P+%?G')Q'@'B)EE+B?#F+'@B?#)%'H$@%U'@G'*+GBE#M+*'#%'q'.;/[^0S*T['

S##T'(45\'*+?+EP#%@?#)%'@G'?)'?I+'+QQ+B?#F+'*@?+'Q)E'?I+'F#)$@?#)%SGT[''WI#G'*@?+'#G'?I+'$@?+G?'

*@?+')Q'?I+'Q)$$)Y#%&,'

S<T'WI+'Q#EG?'*@C'?I+'HE)F#*+E'#G'E+ZD#E+*'?)'P++?'?I+'E+ZD#E+P+%?G')Q'?I#G'H@E?['

S"T'<'*@?+'*+?+EP#%+*'MC'(45U'GDBI'@G')%+'E+GD$?#%&'QE)P'P)%#?)E#%&'@B?#F#?#+G'

GH+B#Q#+*'#%'q'.;/[>0U')E'*+F+$)HP+%?')Q'@'B)EE+B?#F+'@B?#)%'H$@%'@G'GH+B#Q#+*'#%'q'.;/[^0[ '

S###T'WI+'@P)D%?')Q'?I+'H+%@$?C'@G')Q'?I+'*@?+')Q'?I+'%)?#B+['

S#FT'<'G?@?+P+%?'?I@?'@'B#F#$'P)%+?@EC'H+%@$?C'P@C'B)%?#%D+'?)'M+'#PH)G+*'Q)E'B)%?#%D#%&'

F#)$@?#)%SGT['

SFT'A@CP+%?'#%G?EDB?#)%G['

SF#T'<'G?@?+P+%?')Q'?I+'HE)F#*+E\G'E#&I?'?)'@'I+@E#%&'@BB)E*#%&'?)'GDMH@E?'L')Q'?I#G'H@E?['

SF##T'<'G?@?+P+%?'?I@?'?I+'HE)F#*+E\G'Q@#$DE+'?)'E+ZD+G?'@'I+@E#%&'Y#?I#%':0'B@$+%*@E'*@CG'

)Q'?I+'#GGD@%B+')Q'?I+'%)?#B+'H+EP#?G'?I+'#PH)G#?#)%')Q'?I+'H+%@$?CU'@%*'@%C'GDMG+ZD+%?'H+%@$?#+G'

HDEGD@%?'?)'B)%?#%D#%&'F#)$@?#)%GU'Y#?I)D?'E#&I?')Q'@HH+@$'#%'@BB)E*@%B+'Y#?I'q'.;/[60[ '

S:T'7Q'?I+'B#F#$'P)%+?@EC'H+%@$?C'#G'DHI+$*U'#%'H@E?U'MC'@'Q#%@$'@%*'M#%*#%&'*+B#G#)%'

@BB)E*#%&'?)'GDMH@E?'L')Q'?I#G'H@E?U'(45'Y#$$'#GGD+'@'P)*#Q#+*'%)?#B+')Q'#PH)G#?#)%')Q'@'B#F#$'

P)%+?@EC'H+%@$?CU'?)'B)%Q)EP'?)'?I+'@*oD*#B@?+*'Q#%*#%&['



#$%&''() &*+#" " " ),/ "
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"

SBT'Amount of the civil monetary penalty[''S.T'(45'P@C'#PH)G+'@'B#F#$'P)%+?@EC'H+%@$?C'

DH)%'@'HE)F#*+E'Q)E'@'F#)$@?#)%')Q'+@BI'E+ZD#E+P+%?')Q'?I#G'H@E?['

S/T'WI+'P@a#PDP'*@#$C'*)$$@E'@P)D%?'Q)E'@'B#F#$'P)%+?@EC'H+%@$?C'?)'YI#BI'@'HE)F#*+E'
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